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Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from ttie mailing date of ttiis communication. 
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1 )^ Responsive to communication(s) filed on 29 June 2009 . 
2a )□ This action is FINAL. 2b)|^ This action is non-final. 

3) Q Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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4) ^ Claim(s) 1-40 is/are pending in the application. 

4a) Of the above claim(s) 1-15 and 25-40 is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) KI Claim(s) 16-24 is/are rejected. 
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Application Papers 
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DETAILED ACTION 
Election/Restrictions 

1. Applicant's election without traverse of Group II, claims 16-24, in the reply filed on 29 
June 2009 is acknowledged. 

2. Claims 1-15 and 25-40 have been withdrawn from further consideration pursuant to 37 
CFR 1.142(b) as being drawn to nonelected inventions, there being no allowable generic or 
linking claim. Election was made without traverse in the reply filed on 29 June 2009. 

Drawings 

3. New corrected drawings in compliance with 37 CFR 1 . 121(d) are required in this 
application because: 

a. The lettering is not of proper size, uniform density, and well-defined in Figure(s) 
1-4, 6, 8, 9, and 11; 

b. The lines are not clean, well-defined, and of uniform thickness in Figure(s) 1-4 
and 6-9; 

c. Each panel needs to be individually labeled, e.g., FIG. 2A, 2B, 2C, etc.; and 

d. The Figures are not properly labeled (37 CR 1 .84(u)(l)); see FIG. 1 , FIG. 3, FIG. 
5, and FIGS. 7-11 

4. Applicant is advised to employ the services of a competent patent draftsperson outside 
the Office, as the U.S. Patent and Trademark Office no longer prepares new drawings. The 
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corrected drawings are required in reply to the Office action to avoid abandonment of the 
application. The requirement for corrected drawings will not be held in abeyance. 



INFORMATION ON HOW TO EFFECT DRAWING CHANGES 



Replacement Drawing Sheets 

Drawing changes must be made by presenting replacement sheets which incorporate the desired 
changes and which comply with 37 CFR 1 .84. An explanation of the changes made must be 
presented either in the drawing amendments section, or remarks, section of the amendment 
paper. Each drawing sheet submitted after the filing date of an application must be labeled in the 
top margin as either "Replacement Sheet" or "New Sheet" pursuant to 37 CFR 1.121(d). A 
replacement sheet must include all of the figures appearing on the immediate prior version of the 
sheet, even if only one figure is being amended. The figure or figure number of the amended 
drawing(s) must not be labeled as "amended." If the changes to the drawing figure(s) are not 
accepted by the examiner, applicant will be notified of any required corrective action in the next 
Office action. No further drawing submission will be required, unless applicant is notified. 

Identifying indicia, if provided, should include the title of the invention, inventor's name, and 
application number, or docket number (if any) if an application number has not been assigned to 
the application. If this information is provided, it must be placed on the front of each sheet and 
within the top margin. 

Annotated Drawing Slieets 

A marked-up copy of any amended drawing figure, including annotations indicating the changes 
made, may be submitted or required by the examiner. The annotated drawing sheet(s) must be 
clearly labeled as "Annotated Sheet" and must be presented in the amendment or remarks section 
that explains the change(s) to the drawings. 

Timing of Corrections 

Applicant is required to submit acceptable corrected drawings within the time period set in the 
Office action. See 37 CFR 1.85(a). Failure to take corrective action within the set period will 
resuh in ABANDONMENT of the application. 

If corrected drawings are required in a Notice of Allowability (PTOL-37), the new drawings 
MUST be filed within the THREE MONTH shortened statutory period set for reply in the 
"Notice of Allowability." Extensions of time may NOT be obtained under the provisions of 37 
CFR 1 . 136 for filing the corrected drawings after the mailing of a Notice of Allowability. 
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Specification 

5. The disclosure is objected to because of the following informalities: Table 6, found at 
page 28, contains a representation of an oligonucleotide yet is not accompanied with the requisite 
SEQ ID NO. 

6. Appropriate correction is required. 

Claim Rejections - 35 (JSC § 112 

7. Claims 16-24 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to comply with 
the written description requirement. The claim(s) contains subject matter which was not 
described in the specification in such a way as to reasonably convey to one skilled in the relevant 
art that the inventor(s), at the time the application was filed, had possession of the claimed 
invention. 

8. Claims 16-24 are all drawn to a nucleic acid complex, which can exist as either a bipartite 
or tripartite complex comprising: 1) an oligonucleotide; 2) a reporter sequence; and 3) a target 
sequence. The oligonucleotide is further required to be fluorescently-labeled. 

9. A review of the specification finds that a Sequence Listing has been filed and provides 
for but 1 1 sequences: 

a. SEQ ID NO. 1, reporter, 20 nucleotide long; 

b. SEQ ID NO. 2, reporter complement, 20 nucleotides long; 

c. SEQ ID NO. 3, capture oligonucleotide, 79 nucleotides long; 

d. SEQ ID NO. 4, control capture oligonucleotide, 79 nucleotides long; 
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e. SEQ ID NO. 5, target sequence, 24 nucleotides long; 

f. SEQ ID NO. 6, B7-67mer Target Sequence, 67 nucleotides long; 

g. SEQ ID NO. 7, Address oligonucleotide with disulfide, 20 nucleotides long; 

h. SEQ ID NO. 8, Capture oligonucleotide, 70 nucleotides long; 

i. SEQ ID NO. 9, mRNA identical to SEQ ID NO. 6, 67 nucleotides long; 
j. SEQ ID NO. 10, T3 sequence complementary to the CO loop region, 15 
nucleotides long; and 

k. SEQ ID NO. 1 1, SM sequence, 15 nucleotides long. 
10. As presently worded, the claims encompass an infinite number of complexes, including 
an infinite number of target nucleic acids, known and unknown. The specification provides a 
description of but two reporter sequences and two target oligonucleotides. The specification has 
not been found to provide an adequate written description of the infinite number of intact 
complexes, with any and all manner of fluorescent labels, much less an adequate written 
description of the target nucleic acids. 

Attention is directed to the decision in In re Shokal, 113 USPQ 283 (CCPA 1957) wherein is 
stated: 

It appears to be well settled that a single species can rarely, if ever, afford 
sufficient support for a generic claim. In re Soil, 25 C.C.P.A. (Patents) 1309, 97 F.2d 623, 
38 USPQ 189; In re Wahlforss et al, 28 C.C.P.A. (Patents) 867, 1 17 F.2d 270, 48 USPQ 
397. The decisions do not however fix any definite number of species which will 
establish completion of a generic invention and it seems evident therefrom that such 
number will vary, depending on the circumstances of particular cases. Thus, in the case 
of small genus such as the halogens, consisting of four species, a reduction to practice of 
three, or perhaps even two, might serv^e to complete the generic invention, while in the 
case of a genus comprising hundreds of species, a considerably larger number of 
reductions to practice would probably be necessary. 



*** 
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We are of the opinion that a genus containing such a large number of species 
cannot properly be identified by the mere recitation or reduction to practice of four or 
five of them. As was pointed out by the examiner, four species might be held to support a 
genus, if such genus is disclosed in clear language; but where those species must be relied 
on not only to illustrate the genus but to define what it is, the situation is otherwise. 

Attention is directed to the decision of Fiers v. Sugano 25 USPQ2d 1604-5 (CAFC, January 

1993) wherein is stated: 

We also reject Fiers argument that the existence of a workable method for preparing a 

DNA estabUshes conception of that material. Our statement in Amgen that conception 

may occur, inter alia, when one is able to define a chemical by its method of preparation 

requires that the DNA be claimed by its method of preparation. We recognize that, in 

addition to being claimable by structure or physical properties, a chemical material can be 

claimed by means of a process. A product-by-process claim normally is an after-the-fact 

definition, used after one has obtained a material by a particular process. Before 

reduction to practice, conception only of a process for making a substance, without a 

conception of a structural or equivalent definition of that substance, can at most constitute 

conception of the substance claimed as a process. Conception of a substance claimed per 

se without reference to a process requires conception of its structure, name, formula, or 

definitive chemical or physical properties. . . 
* * * * 

The difficulty that would arise if we were to hold that a conception occurs when one has 
only an idea of a compound, defining it by its hoped-for function, is that would-be 
inventors would file patent applications before they had made their inventions and before 
they could describe them. That is not consistent with the statute or the policy behind the 
statute, which is to promote disclosure of inventions. 

And attention is also directed to the decision of University of California v. Eli Lilly and Co. (CA 

FC, July 1997) 43 USPQ2d 1398 wherein is stated: 

In claims involving chemical materials, generic formulas usually indicate with specificity 
what the generic claims encompass. One skilled in the art can distinguish such a formula 
from others and can identify many of the species that the claims encompass. 
Accordingly, such a formula is normally an adequate written description of the claimed 
genus. In claims to genetic material, however, a generic statement such as "vertebrate 
insulin cDNA" or "mammalian cDNA," without more, is not an adequate written 
description of the genus because it does not distinguish the claimed genus from others, 
except by function. It does not specifically define any of the genes that fall within its 
definition. It does not define any structural features commonly possessed by members of 
the genus that distinguish them from others. One skilled in the art therefore cannot, as 
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one can do with a fully described genus, visualize or recognize the identity of the 
members of the genus. A definition by function, as we have previously indicated, does 
not suffice to define the genus because it is only an indication of what the gene does, 
rather than what it is See Fiers. 984 F.2d at 1 169-71, 25 USPQ2d at 1605-06 (discussing 
Amgen). It is only a definition of a useful result rather than a definition of what it 
achieves as a result. Many such genes may achieve that result. The description 
requirement of the patent statute requires a description of an invention, not an indication 
of a result that one might achieve if one made that invention. See In re Wilder , 736 F.2d 
1516, 222 USPQ 369, 372-373 (Fed. Cir. 1984) (affirming rejection because the 
specification does "little more than outlin[e] goals appellants hope the claimed invention 
achieves and the problems the invention will hopefully ameliorate."). Accordingly, 
naming a type of material generally known to exist, in the absence of knowledge as to 
what that material consists of, is not a description of that material. 

Thus, as we have previously held, a cDNA is not defined or described by the mere 
name "cDNA," even if accompanied by the name of the protein that it encodes, but 
requires a kind of specificity usually achieved by means of the recitation of the sequence 
of nucleotides that make up the cDNA. See Fiers . 984 F.2d at 1 171, 25 USPQ2d at 1606. 

It appears that applicant is attempting to satisfy the written description requirement of 35 USC 

112, first paragraph, through obviousness. Obviousness, however, cannot be relied upon for 

satisfaction of the written description requirement. In support of this position, attention is 

directed to the decision in University of California v. Eli Lilly and Co. (Fed. Cir. 1997) 43 

USPQ2d at 1405, citing Lockwood v. American Airlines Inc. (Fed. Cir. 1997) 41 USPQ2d at 

1966: 

Recently, we held that a description which renders obvious a claimed invention is not 
sufficient to satisfy the written description requirement of that invention. 

11. In view of the breadth of the claims scope, the limited disclosure provided, and the 

absence of convincing evidence to the contrary, claims 16-24 are rejected under 35 U.S.C. 1 12, 

first paragraph, as failing to comply with the written description requirement. 
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Conclusion 

12. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Bradley L. Sisson whose telephone number is (571) 272-0751. 
The examiner can normally be reached on 6:30 a.m. to 5 p.m., Monday through Thursday. 

13. If attempts to reach the examiner by telephone are unsuccessfiil, the examiner's 
supervisor, James Schultz can be reached on (571) 272-0763. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

14. Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Elecfronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Bradley L. Sisson/ 

Primary Examiner, Art Unit 1634 



